Regulation of clinical laboratory information systems after the 1990 amendments to the Food and Drug Act.
Clinical laboratories are among the most sophisticated software users in the modern hospital. The 1990 Medical Device Amendments to the Food and Drug Act caused a significant change in the legal regulation of medical software. The Act replaces the earlier emphasis on premarket approvals with postmarket surveillance. Hospitals and other institutional users are now required to report to the Food and Drug Administration (FDA) product defects that cause injuries or death. The Act also provides for civil penalties. The combination of these factors may lead to enhanced FDA supervision of medical software, particularly with unregistered producers. Clinical laboratories must understand both the regulatory system and their own responsibilities under the Act.